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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address •• 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the malting date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 21 May 2004 . 
2b)M This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 34-42 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 34-42 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the connection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 119 

12) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)ISI All b)n Some * c)\3 None of: 

1 0 Certified copies of the priority documents have been received. 

2O Certified copies of the priority documents have been received in Application No. . 

3.H Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identicatty disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Clainns 34-42 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Vlasich 5,048,727 in view of Czaplinski et al. 3,709,365. 

Vlasich discloses a pharmaceutical package as seen in figure 1, which comprises 
a closed polypropylene bottle/barrel (12) in which is disposed a solution (15), the 
solution comprises a pharmaceutical product (col. 2, II. 57-64), wherein the solution 
does not fill the bottle completely and some air is disposed in the bottle (col. 3, II. 34- 
39). Vlasich lacks after autoclaving the package at at least 121°C and for at least 20 
minutes, suffers no deformation, does not shrink, and does not explode and where the 
package retains a sufficiently high squeezability to dispense the solution. Czaplinski et 
al. teach the use of autoclaving a polypropylene material at about 1 15°-125°C. from 20- 
30 minutes (col. 2, II. 49-58). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Vlasich's package by autoclaving the package, as taught 
by Czaplinski et al. in (col. 2, II. 49-58), in order to treat a material that can withstand 
autoclaving at a temperature 121'*C for at least 20 minutes. 

As to claim 41, lines 1-3, the claimed subject matter "wherein physical properties 
of said polypropylene meet requirements laid down in the supplement of 1998 of the 
European Pharmacopoeia, 3^^ edition (1997). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Vlasich's package as such, in order to comply with the 
requirements of the European Pharmacopoeia, 3'"^ edition (1997), as such is notoriously 
well known in the art. 

With respect to claim 35, Vlasich discloses that the package further comprises a 
plastic nozzle tip (14) for dispensing the solution and a cap (17) for closing the bottle, 
wherein the bottle has walls that have a wall-thickness as seen in Figures 1-2. 

With respect to claim 36, Vlasich discloses that the bottle comprises a neck 
portion (14b) that includes an externally threaded portion and an outer rim (19) which 
defines an outlet of the bottle, wherein the nozzle tip is in fluid contact with the outlet of 
the bottle as seen in Figure 2, wherein the nozzle tip has a dispensing pathway in fluid 
communication with an outlet, and wherein the cap has an internal threads for 
engagement with the externally threaded portion of the neck of the bottle (col. 4, II. 1 1- 
1 5 and as seen in Figure 1 ). 

c 
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As to claim 37, tlie claimed subject matter "the bottle is made of Appryl 3020 SM 
3, the nozzle tip is made of Appryl 3020 SM 3, and the cap is made of HDPE GC 7260. 

At the time the invention was made. It would have been an obvious matter of 
design choice to a person of ordinary skill in the art to have made Vlasich's bottle and 
nozzle tip of Appryl 3020 SM 3, and the cap of HDPE GC 7260, because applicant has 
not disclosed that the bottle is made of Appryl 3020 SM 3, the nozzle tip is made of 
Appryl 3020 SM 3, and the cap is made of HDPE GC 7260, provides an advantage, is 
used for a particular purpose, or solves a stated problem. One of ordinary skill in the art, 
furthermore, would have expected applicant's invention to perform equally well with 
Vlasich's bottle, nozzle tip and cap, because Vlasich's bottle, cap and nozzle tip form an 
enclosed container. 

Therefore, it would have been an obvious matter of design choice to modify 
Vlasich's bottle, cap and nozzle tip to obtain the invention specified in claim (37). 

With respect to claim 38, Vlasich discloses that the bottle has a bottom portion 
see Figure 1 for location, where the bottom portion of the bottle has a concave 
configuration as seen in Figure 1 . 

As to claim 39, the claimed subject matter, the bottle has a wall-thickness in the 
range of 0.3 mm to 0.6 mm, as well as the claimed subject matter in claim 40. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Vlasich's wall-thickness as such, since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
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the optimum or workable ranges involves only routine skill in the art. As per MPEP 
2144.05 

As to claim 42, lines 1-3, the claimed subject matter "wherein physical properties 
of said polypropylene meet requirements laid down in the supplement of 1998 of the 
European Pharmacopoeia, 3'"* edition (1997). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Vlasich's package as such, in order to comply with the 
requirements of the European Pharmacopoeia, 3^"^ edition (1997), as such is notoriously 
well known in the art. 

Response to Arguments 

3. Applicant's arguments filed 5/21/2004 have been fully considered but they are 
not persuasive. In response to applicant's argument that the combined cited references 
do not make obvious the claimed subject matter as defined in independent claim 34, the 
examiner recognizes that obviousness can only be established by combining or 
modifying the teachings of the prior art to produce the claimed invention where there is 
some teaching, suggestion, or motivation to do so found either in the references 
themselves or in the knowledge generally available to one of ordinary skill in the art. 
See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 
F,2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, Vlasich discloses a 
pharmaceutical package as seen in figure 1, which comprises a closed polypropylene 
bottle/barrel (12) in which is disposed a solution (15), the solution comprises a 
pharmaceutical product (col. 2, II. 57-64), wherein the solution does not fill the bottle 
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completely and some air is disposed in the bottle (col. 3, II. 34-39). Vlasich lacks after 
autoclaving the package at at least 121 °C and for at least 20 minutes, suffers no 
deformation, does not shrink, and does not explode and where the package retains a 
sufficiently high squeezability to dispense the solution. Czaplinski et al. teach the use of 
autoclaving a polypropylene material at about 1 15°-125°C. from 20-30 minutes (col. 2, 
11. 49-58). Therefore, one having ordinary skill in the art at the time the invention was 
made, would modify Vlasich's package by autoclaving the package, as taught by 
Czaplinski et al. in (col. 2, II. 49-58), in order to treat a material that can withstand 
autoclaving at a temperature 121°C for at least 20 minutes. Further, the test for 
obviousness is not whether the features of a secondary reference may be bodily 
incorporated into the structure of the primary reference; nor is it that the claimed 
invention must be expressly suggested in any one or all of the references. Rather, the 
test is what the combined teachings of the references would have suggested to those of 
ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981). 
Any remaining arguments have been fully addressed in the above rejection. 

Conclusion 

4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frederick C. Nicolas whose telephone number is (703)- 
305-6385. The examiner can normally be reached on Monday - Friday from 9:00 AM to 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mancene L. Gene, can be reached on 703-308-2696. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 




FN 

July31 , 2004 




